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T*. Commissioner Koh and Members of the Public Health Council 


From: Gregory N. Connolly 
Director, Toba< 



Howard Saxns*^-^ ' 
Deputy General Counsel 


ogram 


-Sc: Amendments to Tobacco Regulations 

Date: May 23,2000 


Over the past three years, the Department has sought to require tobacco manufacturer to 
disclose basic infbertnation about their products, including the identity of added 
constituents, nicotine: yield and types and quantities of harmful smoke constituents, ’lhc 
long term purpose Of these efforts is to better inform consumers of the dangers of 
smoking, encourage scientific research into the design and function of die cigarette, 
promote competition among companies for a less harmful product, and establish the 
scientific basis for fiiiure product regulation- We have learned much from icpuiLs 
received from the tobacco industry and at this lime see need to strengthen the tobacco 
product reporting requirements, 

This is to inform you of proposed amendments to existing reg al ati das concerning tobacco 
manufacturers reporting of nicotine yield, added constimenls and toxic constituents in 
mainstream and sidestream smoke. The following is an explanation of the amendments. 

fl) Added Constituent ULenortinP 

Current Status 


Pursuant to JM.G.L, c. 94, s. 307B, the Department promulgated regulations in August, 
1997 (105 CMR 660.000) requiring manufacturers to repeat added conatitucnts, by 
cigarette brand, in descending order by weight The Department tvss promptly sued by 
the tobacco industry in Federal Court ,vid enjoined from receiving the list in December 
of 1997, Ths Department appealed that ruling and lost Sununaiy Judgment Motions on 
the original suit were heard in April of 1998 and we are still waiting for a ruling. 

Proposed. A tneodtrtents 

The proposed amendment? would, provide stronger confidentiality protection to any list 
of added constituents submitted ru the Department. These change? ^ould. be meaningful 
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only if The Federal Court roles in favor of release of the added constituent information to 
the Department, The new sections are highlighted in the proposed regulations. 


Current Status 

In August of 1997, the Department also promulgated regulations pursuam to M.ti.L- c. 
94,5.30TB (105 CMR 660.000) requiring manufacturers b> report information pertaining 
to cigarette rucnrLns yield, including renal nicotine in the whole tobacco, percent filter 
ventilation, puff by puff pH and nicotine smoke yield under machine testing done In 
accordance with protocols established by the Department. These protocols becrer reflect 
how persons currently smoke than the FTC rating method that has beta used for the past 
25 years. Approximately 175 brands (about 75% of the market) are currently tested. 

Based on these results, a multiplier has been developed using FTC nicotine yield ratings 
to predict nicotine yield under the Massachusetts feat for the remaining brands, '("he 
Massachusetts ratine isthen used to rate breads for their potential to cause eddietiots 
(high, medium and low). To date we have received three annuial nicotine reports from the 
companies. We have placed the data on die internet and conducted mass media 
campaigns educating smokers about the ibsuCs and the myths about the relative safely of 
"light" cjgarettM. 

Praposed Amendments 

We propose amending the regulations to address a number of concerns. Wc would 
remnre more detailed reporting of basin product ittfonnaiion. such as price ti-fix, and 
.knoiwi cigarette- design features that affect nicotine yield, such as moisture content, paper 
pon>siry 7 and weighr of tobacco. This should require no additional testing since the 
industry already collects much of this date. This data would be due on December 1,2000 
for Bill brands. 

Based on this data, the Department would select a representative sample of 75 brands for 
testing fbr the report to be filed on December 1,2001. These 75 brands (about 50% of the 
market) would bn tested Under the Massachusetts method fbr detemnming nicotine 
delivery. A multiplier would tfesn ba developed to predict, yield far non-tesfed brands. 

Frotr. tile 75 brands, a representative sample of 15 brands would be selected ioi 
additional testing for the report to be Clad on December 1,2002. Twn additional tests 
would be required for each of the selected 15 brands: human smoking typography 
(smoking behaviors that may affect nicotine intake) and nicotine intake. This testing 
would involve having 65 subjects wbs have smoked a particular brand for at Least six 
months fc tested ojj a smoking machine to determine how die brand is smoked in a "real 
world'' setting. Subjects also would Subnjit urine samples over Z4 hours That would be 
tested for metabolites of lucqtine- 
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The tobacco industry has performed such. testa in the past on selected hrands. Ths 
advan tag e of such testing is that it provides information about nicotine yield not currently 
available Through The flawed FTC system or the protocols in but own current regulations. 
The protocol For measuring smoking typography and nicotine intake is based on a similar 
one developed by the American Health Foundntiou CaHF). which was reported lore Iasi 
year in die Journal of the "National Cancer Institute. 

The proposed, regulations would measure actual nicotine intake for a sample of brands. 
Possibly a multiplier could be developed to predict intake for other brands. Given the 
December, 2002 reporting date, the industry wtjuld he given ample time to wmpLy. 

The proposed regulations also drop the present nicotine delivery rating system thigh, 
medium and low yield). Through our research and. experience we Have learned tbet 
categorizing a product’s potential for nicotine delivery, without accompanying 
information about the potential impact of that delivery upon individual smokers (such as 
validating intake through bio markers), may be of little value to consumers and could be 
misleading. 


GY Sroolce Constituents 
Curren* JSiaias 

In August of 1998, we proposed regulations (105 CMR, 665.000) under the Department's 
general hf«aWx authority (M-Gi. c. 111, as.5 and 6) requiring tmumftictuierS to test 75 
cigarette brands fat 42 known or probable toxins in mainstream and sidcsteam Smoke. 

In February of 1999, tobacco manufaclurere requested that we delay promulgation of the 
regulations while they conducted an inter-company benchmarking study of 26 brands 
(about 52% of the US market). We agreed to this and the results of die study were 
submitted to die Department in March of 2000. The tobacco companies also attempted to 
use data from the study to develop maihematic&l predictors for paniculate smoke 
constituents for brands not tested using nicotine or car yield end for gas phase smoke 
constituents for brands not tested using carbon monoxide yield. The study, d a i a, and 
prcdictiveofiSE of nicotine, tar and CO are being studied by our consul tanta. 


Proposed Amendments 

We face the s-me problem wilh smoke constituent data as we do with the current nicotine 
yield data. The results only represent what is generated under a standard ma chin e 
smoking lest protocol but not what is inhal ed by a human or actually ingested into the 
body. Smokers compensate (take larger and more frequent puffs) when smoking brands 
with law FTC nicotine ratings and may take in much higher levels ot“nicotine or toxins 
than our nicotine yield and smoke constituent yield numbers suggest. The proposed 
amendment? to rite nicotine yield regulations would require tobacco manufacturers to 
measure nicotine intake (by testing urine samples taken over 24 hour period for cotinine) 
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for 15 brands that vary by FTC nieatire rating, The proposed amendment to the smote 
constituent regulations would require manufiwrrutfet* to test the same 15 brands for the 
metabolites of Lwo major carcinogens: NNaXj (a metabolite ofNNK.) as well as 
rnetabolilPS of henznpyrcne (BAP). Tobacco manufacturers have already conducted such 
research an selected brands. The results lor measuring intake ol NNK and BAP arc also 
based on the American Health Foundation proto go L 


4 


PM3006566923 

Source: https://www.industrydocuments.ucsf.edu/docs/rtdj0001 


